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DETAILED ACTION 
Status of Claims 

1. Claims 1-20, 24, and 25 are pending. Claims 1, 5, 7, and 9 are currently 
amended and claims 21-23 are canceled by Applicant's response, filed 5/18/2007. 

Election/Restrictions 

2. Claims 12-20, 24, and 25 were previously withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected subject matter, there 
being no allowable generic or linking claim. Election was made without traverse in the 
reply filed on 4/18/2006. 

Claim Rejections - 35 USC §112, 1 st Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Scope of Enablement 

2. The rejection of claims 1-12, under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a non-human animal model exhibiting prostate 
tissue damage characteristic of chronic nonbacterial prostatitis and a lower urinary tract 
disorder characteristically observed in chronic nonbacterial prostatitis wherein in the 
animal model is prepared by injection of hydrochloric acid (HCI), wherein the HCI 
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concentration ranges from 0.1 N to 0.4 N, a method of using said nonbacterial prostatitis 
non-human animal model comprising administering a test substance and determining if 
it alleviates prostate tissue damage or lower urinary tract disorder symptoms, and a 
method of making said non-human prostatitis animal model comprising injecting HCI 
beneath the prostatic capsule wherein the HCI is between 0.1 N and 0.4 N, does not 
reasonably provide enablement for a nonbacterial prostatitis animal model produced 
using any concentration of HCI, is withdrawn. 

Applicant amended the claims to further narrow the range of HCI treatment to 
0.1 N to 0.4N which was deemed enabled because the specification discloses that this 
specific range results in the claim prostatitis model. Therefore, the rejection is 
withdrawn. 

New Matter 

3. The rejection of claim 5, under 35 U.S.C. 112, first paragraph, as containing new 
matter in its recitation of "4 days to 1 week", is withdrawn. 

Applicant removed this recitation and replaced it with "4 days to 8 days". This 
removal of the prior recitation, "4 days to 1 week", removed the new matter and 
therefore, the rejection is withdrawn. 

Applicant points to page 23, lines 10-13 and page 22, lines 19-22 of the 
specification as support for the new recitation. Page 23, lines 10-13 disclose that the 
animal models undergo at least 4 days and more preferable at least 8 days of rearing 
after HCI injection. Page 22, lines 19-22 disclose an animal model that has undergone 
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8 days of rearing following HCI is preferable because the animal model mimics the 
pathology of human chronic nonbacterial prostatitis. These cited disclosures by the 
specification support the new recitation of "4 days to 8 days" and therefore they do not 
introduce hew matter. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

4. Claims 1-12 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lang et al (of record; 2000), Keetch et al (of record, 1994), Fulmer et al (of record; 
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2000), Robinette (of record, 1988), and Royston D (Acta anaesthesiologica 
Scandinavica 30(7):abstract, 1986), in view of Goto (of record; 1988). 

Applicant traverses this rejection on the grounds that none of the arts in the 
rejection teach the injection of the HCI beneath the prostatic capsule and that the animal 
model exhibits tissue damage in prostate tissue and the surrounding tissue that is 
characteristically observed in human chronic nonbacterial prostatitis as well as 
pathology of a lower urinary tract disorder. Furthermore, none of the arts discloses the 
same model because they would not result in a nonbacterial prostatitis models with 
lower urinary tract disorders because the agents administered are different and the 
tissues in which they are injected are different. 

Applicant's arguments are not found persuasive. First, Applicant's arguments 
that the art does not teach or make obvious the specific pathology of a lower urinary 
tract disorder is not found persuasive. As previously stated on page 10 of the Office 
Action, mailed 7/14/2006, "Lang et al also teach that some of the rats developed severe 
prostatitis, prostatic urethral occlusion, and urinary retention (p. 203, col 1, lines 8-11), 
which would be considered a lower urinary tract disorder as well as bladder disorder. 
Inherently this would also result in an increase in bladder weight to body weight (claim 
2) and potentially reduced effective bladder capacity (claims 3) as claimed. Overall, 
Lang et aj teaches that a more severe case of prostatitis will lead to lower urinary tract 
disorders. This is similar to what is seen in human prostatitis as well." Therefore 
contrary to Applicant's assertion, the Lang et al disclosure of urethral retention and 
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urethral occlusion embraces a lower urinary tract disorder and that it is similar or mimics 
human prostatitis. 

Second, Applicant's arguments that the art does not teach or make obvious 
administering the HCI beneath the prostate capsule is not found persuasive as well. As 
previously stated on page 1 1 in the Office Action, mailed 7/14/2006, "Lang et al also 
fails to teach injection into the dorsolateral lobe. However, Lang et al. and the art of 
record demonstrate that administering to a specific area of the prostate does not limit its 
impact to other areas of the prostate [sic; adjacent tissues]. For example, delivery to 
the vas deference of HCI still resulted in prostatic damage as evidenced by Goto et al 
(of record)." The art also teaches that HCI is a non-specific irritant that functions in a 
non-tissue specific manner to cause tissue damage and pathology, as taught by 
Royston et al demonstrating that similar tissue damage is caused by administration of 
HCI in other tissue types (see page 9 of the Office Action, mailed 7/14/2006) 

Therefore, because HCI functions in a non-specific manner to cause tissue 
damage and pathology, as taught by Royston et al, and administration of HCI or other 
non-specific irritants do not limit its impact to the site of administration and affect near 
by tissues, as taught by Lang et al, Goto et al, and the other art of record, it would be 
obvious to an artisan that administration of HCI to the prostate, beneath the prostate 
capsule, or in the vas deference would cause symptoms of prostatitis, tissue damage, 
and pathology to the prostate and to tissue in the vicinity of the site of administration 
with an art supported reasonable expectation of success. 



Application/Control Number: 10/533,013 Page 7 

Art Unit: 1632 

Third, it is noted that Applicant uses the argument that the animal model exhibits 
tissue damage in prostate tissue and the surrounding tissue to differentiate the instant 
invention from the art. However, while it may be the intent of Applicant to encompass 
this limitation by the claims, it is not a requirement by the claims. Furthermore, as 
taught above and in the previous Office Actions, the art clearly teaches this limitation. 

Fourth, Applicant asserts that the instantly claimed animal model is different from 
that disclosed in the art and would not be made obvious by the art because the art 
teaches different agents and different tissues. This argument is not considered 
persuasive because collectively the art teaches that HCI has been used in the art to 
cause non-specific tissue damage, pathology, and inflammation and it has more 
specifically been used to induce nonbacterial prostatitis as seen in Gotto et al. The art 
does render the instant invention obvious. The context of art that teaches HCI 
treatment in other tissues was presented to demonstrate the non-specific nature of HCI 
to cause tissue damage, such as Royston et al, and the art demonstrating different 
irritants and agents to produce nonbacterial prostatitis where used to demonstrate that 
many agents have been use to make prostatitis model. Therefore, although these art 
teach different tissues and agents they were relied upon to demonstrate that the state of 
the art, the nature of the agents used, and that they affect tissues is a similar manner 
resulting in the same phenotypes embraced by the claims, and therefore, it is not 
relevant in isolation that these art did not teach the specific embodiments because they 
are supportive to the over all art that does teach the instant invention as claimed. 
Therefore, Applicant's argument is not found persuasive. 
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Therefore, because the amendments to the claims and Applicant's arguments 
are not found persuasive, the instant rejection of record is maintained; 

5. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marcia S. Noble whose telephone number is (571) 272- 
5545. The examiner can normally be reached on M-F 9 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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